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1) (Previously amended) A multi-layered osmotic device for the controlled deliver of one 
or more active agents to one or more environments of use \^erein the osmotic device comprises: 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 
and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having a prefomied passageway 
therein, said semipermeable membrane being permeable to a fluid in the envirotmient 
of use and substantially impermeable to the first active agent; 

c) an inert, completely erodible and/or water soluble polymer coat comprising 
poly(vinylpyrroIidone)-(vinyl acetate) copolymer partially or substantially completely 
surroimding the semipenheable membrane and plugging the passageway in the wall; 
and 

d) an external coat comprising a second active agent for immediate release of the second 
active agent, wherein the first active agent is released fiom the core after the polymer 
coat has partially or completely dissolved or eroded, and the first and second active 
agents are released into the same or different environments of use to provide a 
controlled delivery of the one or more active agents. 

2) (original) An osmotic device according to claim 1 wherein the compressed core further 
comprises poly(vinylpyrrolidone). 

3) (original) An osmotic device according to claim 1 wherein the semipermeable membrane 
consists essentially of cellulose acetate and poly(ethylene glycol). 

4) (original) An osmotic device according to claim 1 wherein the external coat comprises 
poly(vinylpyiTo]idone) and poly(ethylene glycol). 

5) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent. 

6) (original) An osmotic device according to claim 1 wherein the first active agent in the 
core comprises a therapeutic agent 

7) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent and the first active agent in the core 
comprises a therapeutic agent. 

8) (original) An osmotic device according to claim 7 wherein the first and second active 
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agents are the same. 

9) (original) An osmotic device according to claim 8 wherein the first and second active 
agents are theophylline. 

10) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent and the first active agent in the core 
comprises a difTetent therapeutic agent. 

1 1) (original) An osmotic device according to claim 10 wherein the first active agent is 
pseudoephedrine and the second active agent is loratadine. 

12) (original) An osmotic device accordmg to claim 1 0 wherem the first active agent is 
ranitidine and the second active agent is a combination of ranitidine and cisapride. 

13) (original) An osmotic device according to claim 10 wherein the first active agent is 
pseudoephedrine and the second active agent is astemizole. 

14) (original) An osmotic device according to claim 10 wherein the first active agent is 
diltiazem and the second active agent is enalapril. 

15) (original) An osmotic device according to claim 1, wherein the one or more environments 
of use comprises a first environment of use and a different second environment of use, 

16) (original) An osmotic device according to claim 15, wherein the first environment of use 
is the gastric region and the second environment of use is farther down the 
gastrointestinal tract of a naammal. 

1 7) (original) An osmotic device according to claim 1 , wherein the first and second active 
agents are released into the same environment of use. 

18) (original) An osmotic device according to claim 1, wherein the controlled delivery of one 
or more active agents includes one or more of pH-dependent, pH-independent> diffusion 
controlled, dissolution controlled, pseudo-zero order, zero-order, pseudo-first order, first- 
order, second-order, rapid, slow, delayed, timed, and sustained delivery. 

19) (original) An osmotic device according to claim 1 , wherein at least a portion of die 
polymer coat dissolves or erodes in fluid present in an environment of use after the 
ejctemal coat has at least partially dissolved in an environment of use. 

20) (original) An osmotic device according to claim 1, wherein the polymer coat is one or 
more of soluble in tiie same environment of use in which the external coat is soluble, and 
soluble in the same environment of use in which the core is soluble. 
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21) (original) An osmotic device according to claim 1, wherein the semipermeable membrane 
comprises a plastidzer and one or more of a cellulose ether, cellulose ester and cellulose- 
ester-ether. 

22) (original) An osmotic device according to claim 1, wherein the external coat further 
comprises poiy(vinylpyrcolidone). 

23) (original) An osmotic device according to claim 1, wheiein the polymer coat further 
comprises one or more of talc and poly(ethylene glycol). 

24) (Currently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 
and continuous release of the first active ^ent; 

b) a semipermeable membrane surrounding the core and havii^ a preformed passageway 
therein, said semipermeable membrane being permeable to a fluid in the environment 
of use and substantially impermeable to the first active agent; 

c) an inert, completely credible and/or water soluble polymer coat partially or 
completely surrounding the semipermeable membrane and plugging the passageway 
in the wall; and 

d) an external coat comprising a second active agent for inmiediate release of the second 
active agent, wlmum die Gx&i dLliv e ageul ii> lelea&ed fioui Ik; uiic afler the polyme r 
uiat lias partially oi completely dissolved oi uudul, and Qie fiist and secuu d-active 
agents are released iuUi Ihc same ui diflcr e ul euviiomiieiUs of use to piovid e a 

CUUUuUlul JelivCiV uf die one Ul llimi, iiaive A^ t ml*. whftrf>m thf ncmnric Hftxrtr*<> 
nnfifflTftS ns follows fn thfS one or morP! envimmmftntc nf h^p^- tht- Avtmfll ^nat parti^iny 
or finmnlptftiv HissolvftS ftmdfiS SwHk anrf/nr Hfttarh^c fr n m tli<> ncmntin HwnVi^ 

thfiffihY fPfiftasitiP thft sftcond acrivft agent and ftvpnQinp tTiP p^lym^ r^^t; at 
pnrtinn of thfi nnlvmfir coat thfin Hissolvft*; and/nr <>rnHftg there-hy /^ v pn^iTi^ t>i^ 
sem infirmftaMe memhrane nnH the, prftfnrm^ p a^sagi^way- thp iir^ ar^fi ag^nt I'c 
then released from the rorft such thnt the fir^ an H <;ftrr>nH a^rivft ngpntc arf> tyl^aoAH 
into the same nr diffem nf ftnvironmf^tq nf use tn pmviHft a rnntrAllpH Helivfvry nf thf> 
nnp or mnr^ artivf^ a^f-nte 
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25) (Cuirently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipenneable membrane surrounding the core and having at least one preformed 
passageway therein; 

c) an inert, completely erodible and/or water soluble polymer coat partially or 
completely sunounding the semipenneable membrane and plugging the passageway 
in the wall; and 

d) an external coat comprising a second active agent for immediate release of the second 
active agent, wLiLiLiii tiie fii - st active ag c iil is iclcasul iluiu lli e luic afiu die pul^mei 
coat has pai tidily ui Lumplelely dissolved oi eiuUed, aiiU die fiist and setoud active 
aRCUts ai e i c Ieai> e J inlu tii e same ui Uiffeieiil eni/iiiiiiiiieuis nf whftrftin the' 
nsmntio dftvicft opftratftj; as follnw<; in tht - nne. nr mnre envimnmpntg of ng^- tViP; 
fixtfimal coat narriallv or mmnlPitHv Hissnlvftq t^dt^si^ swftllg anH/nr Hetarh^Q fr^Mnn 
thft ftSmntir. riftvicfi thftrrhv releasing the secnnH arrive, ag^iit an H i>vpoQmg thf> 
nnlvmRr mai- at least a portion nf thft pnTymer rnat tliffn HiQQftlwQ atirf//vr err>/^/>c 
thfirrhv ftXnOSinP fhft Sfimipemiftahlft Tnftmhranft and tht- prP^ i hrmt^ paccflgftway. tK*> 
first acrive apftnt is then releasftd fmtn th^ rnrft^ qirh that fh^ firct anH ci>rr , nH iw^fiw ^ 

afflnts arr released into the same nr difflrmt ftnvilVlnTnw1^8 o f uga to proviH^ a 
COntmllfid dfthynry of the one or vnn rpt a^^rivft agf^ntc 

26) (Currently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one prefonned 
passageway therein; 

c) an inert, completely erodible and/or water soluble polymer coat partially or 
completely surrounding the semipenneable membrane and plugging the at least one 
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preformed passageway in the wall; and 
d) an external coat comprising a second active agent for release of the second active 
^ent, whucLt Cvi llist dLdvc aguii la l e leascd Huxii (hs. coit aJki flic polj ' mei toAi 
faas >iiUallj> m cumpluldy JisAolvul ui eiuded, aud Oic fiist and scLuud active agents 
ai - e rel e as e d into tlie ^auie ui diffei e ul LiiviiuiiiiiLiiU ur uikg wharMn ttiA r.gmAti#> 

parriallv or fiomnli^ply dissolves t^rnAt^^ <nvMU an/^/m- Hptanh^c frAm tK^ Acm^tiV 

dftviflft thnrfthv rftleasinp the SftmnH anhvg agftn* anH frvpr.<Mng thf pnlymPr rr.at; at 
least ft nortinn nf thCi polymer Cnat thm dissnlvPR nnH/nr f^mH^^ g themhy f>vpn«;ing the 
Sftminmnftahlf? memhranft and rhf; prefnrmpd pa<;<^gpwfty; th^ fir<rr artiv^ agfint ig 
Thftn rP!lPaSP . d from the, norft such that tha flr^ and «;prAnH am V e agf^ntg are relea^H 
into rhfi samf- or diffftmnt finvirnnmpnts of nsp tn prrtviH^ a PYMitr^ l lftH Hftliv^iy rwf tK^ 
onft or more active agf>Tit<; 

27) (Currently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane sunounding the core and having at least one preformed 
passageway therein; 

c) an inert, completely credible and/or water soluble polymer coat partially or 
completely suiro\mding the semipermeable membrane and plugging the at least one 
preformed passageway in the wall; and 

d) an external coat comprising a second active agent for inamediate, rapid, delayed, slow, 
sustained, pseudo-first order, pseudo-zero order, timed, controlled or combination 
thereof release of the second active agent, whueiii the ilist activ e aguit is lel e ased 
from die uiie dllci the pul^mer coat lias pailially ui ujmpktely dissolved ui eiuded, 
and the fiisl aud - sccuiid acQve agents aiu icl e ased intu tlie same ui difl e i e iU 

CnviiUimimlS of use When^in the O«nnotir. Hftvirp ojv>rat^c ac frtllnwc in the nne^ or 

morf; f nvironTTtPnts of iisp- thft ftxtemRl coat part i a lly or rr>mpl/>tply HicoAi^Ac ^r^ f>s ; 
SWf i lis anrl/or dptaches from th^ o<CTnotip Hf>viVi^ tK^rfthy rft1>>aQir> g the r^ymiH artlv#> 
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aPfttit ftnd Pixnosing the nnlvmftr rrmt- at laast a pnrriAn nf tt>A p/^iympr n^at 

riiSSnlVftS anrt/nr ftmdfW thffrfthy fypn^sing tTie Sftmipftrmffafil^ mAmKranP iinrf thA 
nrRfnrmftH nassaprftway the first active agftnt is tht-n rftlffao pH fiv>m thi* t^re- cnrh tViftt 
thft first and SROnnH artivft «)^«ntS am releaserf intn the Qam^^ /^r HifferRnt f* n viTftTiTn<*ntg 
nf llSft to pmvidft a mntmllef^ Heh'vftry f\f th^ r>nft nr mn rft ft<>ti w agfty t tP 

28) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the first and second active agents each comprise a ther^eutic agent. 

29) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the first and second active agents are the same. 

30) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the first and second active agents are different. 

3 1 ) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the first and second active agents are released into dififerent environments of use. 

32) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the first and second active agents are released into the same environment of use, 

33) (Previously added) The multi-layered osmotic device of claim 24, 25, 26 or 27, 
wherein the controlled delivery of one or more active agents includes one or more of pH- 
dependent, pH-independent, diffusion controlled, dissolution controlled, pseudo-zero order, 
zero-order, pseudo-first order, first-order, second-order, rapid, slow, delayed, timed, and 
sustained delivery. 

34) (Previously added) The multi-layered osmotic device of claim 1 . 24, 25, 26 or 27, 
wherein the first and second active agents are independently selected at each occurrence 
from the group consisting of antibacterial, antihistamine, decongestant, anti-inflammaiory, 
antiparasitic, antiviral, local anesdietic, antifungal, amoebicidal, trichomonocidal, analgesic, 
antiarthritic, antiasdmiatic, anticoagulant, anticonvulsant, antidepiessant, antidiabetic, 
antineoplastic, antipsychotic, neuroleptic, antihypertensive, muscle relaxant, depressant, 
hypnotic, sedative, p^chic energizer, tranquilizer, antiparkinson, muscle contractant, 
anti-microbial, an tim a l a ria l , hormonal, contraceptive, sympathomimetic, diuretic, 
hypoglycemic, ophthalmic, electrolyte, diagnostic and cardiovascular agent. 

35) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 
wherein the first and second active agents are independently selected at each occxinence 
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ftom the group consisting of pesticide, herbicide, insecticide, antioxidant, plant growth 
instigator, sterilization agent, catalyst, chemical reagent, food product, nutrient, cosmetic, 
vitamin, sterility inhibitor, fertility instigator, tnicroorganism, flavoring agent, sweetener, 
and cleansing agent 

36) (Previously amended) A multi-layered osmotic device for the controlled deliveiy of one 
or more active agents to one or more environments of use vrfierein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 
passageway therein; 

c) an inert, completely erodible and/or water soluble polymer coat partially or 
completely surrounding the semipermeable membrane and plugging the passageway 
in the wall; and 

d) an external coat comprising a second active agent for immediate release of the second 
active agent, wherein the first active agent is released fiom the core after the polymer 
coat has partially or completely dissolved or eroded, and the first and second active 
agents are released into the same or different environments of use, wherein the inert, 
completely erodible and/or water soluble polymer coat comprises 
poly(vinylpyrrolidone)-(vinyI acetate) copolymer. 

37) (Previously amended) The multi-layered osmotic device of claim 36, wherein the inert, 
completely erodible and/or water soluble polymer coat further comprises a second 
polymer. 

38) (Previously added) The multi-layered osmotic device of claim 36, wherein the 
semipermeable membrane conqmses a plastidzer and one or more of a cellulose ether, 
cellulose ester and ceUulose-ester-ether. 

39) (Previously added) The multi-layered osmotic device of claim 38, wherein the polymer 
coat further comprises one or more of talc and poly(ethylene glycol). 

40) (Previously amended) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the inert, completely erodible and/or water soluble polymer coat comprises at 
least two different polymers. 
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41) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the delivery of the first active agent is delayed with respect to delivery of the 
second active agent 

42) (Previously added) The multi-layered osmotic device of claim 1. 24, 25, 26 or 27, 
wherein the first active agent is ranitidine and the second active agent is a combioatLon of 
ranitidine and cisapride. 

43) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27. 
wherein the first active agent is pseudoephedrine and the second active agent is 
astemizole. 

44) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the first active ^ent is pseudoephedrine and the second active agent is 
loratadine. 

45) (Previously added) The multi-layered osmotic device of claim 1 , 24, 25, 26 or 27, 
wherein the first active agent is diltiazem and the second active agent is enalapril. 

46) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the first and second active agents are theophylline. 

47) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the first active agent is a decongestant and the second active agent is an 
antihistamine. 

48) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the first active agent is a first antihypertensive agent and the second active agent 
is a different second antihypertensive agent 

49) (Previously added) The multi-layered osmotic device of claim 1, 24, 25, 26 or 27, 
wherein the first active ag^t is a gastric acid inhibitor and the second active agent is a 
gastrointestinal emptying adjunct agent 

50) (Previously added) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed cote comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 
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passageway tiieiein; 

c) an inert, completely enxKbie and/or vi^er soluble poly^ 

completely smrounding the semipermeable membrane and plugging the at least one 
preformed passageway in the waU, wherein the inert, completely erodible and/or 
water soluble polymer coat comprises poly(vinylpyrrolidone)-(vinyl acetate) 
copolymer; and 

d) an external coat comprising a second active agent for release of the second active 
agent, ^iierein the first active agent is released from the core after the polymer coat 
has partially or completely dissolved or eroded, and the first and second active agents 
are released into the same or different environments of use. 

5 1 ) (Previously added) The multi-layered osmotic device of claim 50, wherein the inert, 
completely erodible and/or water soluble polymer coat fiirther comprises a second 
polymer. 

52) (Previously added) The multi-layered osmotic device of claim 50, wherein the 
semipermeable membrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and cellulose-ester-ether. 

53) (Previously added) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises: 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 
passageway dierein; 

c) an mert, completely erodible and/or water soluble polymer coat partially or 
completely surrounding the semipermeable membrane and plugging the at least one 
preformed passageway in the wall, wherein the inert, completely erodible and/or 
water soluble polymer coat comprises poly(vinylpyrrolidone)-(vinyl acetate) 
copolymer; and 

d) an external coat comprising a second active agent for immediate, rapid, delayed, slow, 
sustained, pseudo-first order, pseudo-zero order, timed, controlled or combination 
thereof release of the second active agent, wherein the first active agent is released 
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from the core after the polymer coat has partially or completely dissolved or eroded, 
and the first and second active agents are released into the same or different 
environments of use. 

54) (Previously added) The multi-layered osmotic device of claim 53, wherein the inert, 
completely erodiblc and/or water soluble polymer coat further comprises a second 
polymer. 

55) (Previously added) The multi-layered osmotic device of claim 53, Mrfierem the 
semipermeable membrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and cellulose^ster-etfaer. 
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